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listing of D&C Orange No. 10 and D&C
Orange No. 11 for use in ingested drugs
and cosmetics, effective April 28, 1981.

(n) D&C Blue No. 6. The Commis-
sioner of Food and Drugs, having con-
cluded that unresolved questions re-
main concerning the chemistry of un-
identified minor components, hereby
terminates the provisional listing of
D&C Blue No. 6 for use in drugs and
cosmetics.

(o) D&C Green No. 6. In the absence of
a petition to list D&C Green No. 6 for
use in ingested drugs and cosmetics,
there no longer exists a basis for provi-
sional listing for such uses. Accord-
ingly, the Commissioner of Food and
Drugs hereby terminates the provi-
sional listing of D&C Green No. 6 for
use in ingested drugs and cosmetics, ef-
fective March 27, 1981.

(p) [Reserved]

(g)(1) D&C Red No. 19 and D&C Red
No. 37. Having concluded that, when in-
gested, D&C Red No. 19 causes cancer
in rats and mice, the agency hereby
terminates the provisional listings of
D&C Red No. 19 and chemically related
D&C Red No. 37 for use in ingested
drugs and ingested cosmetics, effective
February 4, 1983.

(2) D&C Red No. 37. In the absence of
a petition to list D&C Red No. 37 for
external uses, there no longer exists a
basis for provisional listing for such
uses. Accordingly, the Commissioner of
Food and Drugs hereby terminates the
provisional listings of D&C Red No. 37
for use in externally applied drugs and
cosmetics, effective June 6, 1986.

(r) [Reserved]

(s) D&C Orange No. 17. Having con-
cluded that, when ingested, D&C Or-
ange No. 17 causes cancer in rats and
mice, the agency has terminated the
provisional listing of D&C Orange No.
17 for use in ingested drugs and in-
gested cosmetics, effective March 31,
1983.

(t) D&C Red No. 8 and D&C Red No. 9.
In the absence of a petition to list D&C
Red No. 8 and D&C Red No. 9 for
mouthwash, dentifrices, and ingested
drugs, except ingested drug lip prod-
ucts, there no longer exists a basis for
provisional listing for such uses. Ac-
cordingly, the Commissioner of Food
and Drugs hereby terminates the provi-
sional listings of D&C Red No. 8 and
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D&C Red No. 9 for use in mouthwash,
dentifrices, and ingested drugs, except
ingested drug lip products, effective
January 6, 1987.

(u) FD&C Red No. 3. Having concluded
that FD&C Red No. 3 causes cancer in
rats, the agency hereby terminates the
provisional listing of FD&C Red No. 3
for use in cosmetics and externally ap-
plied drugs and the provisional listing
of the lakes of FD&C Red No. 3 for use
in food, drug, and cosmetic products,
effective January 29, 1990.

[42 FR 15665, Mar. 22, 1977]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §81.10, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§81.30 Cancellation of certificates.

(a) Certificates issued heretofore for
colors being removed from the provi-
sional list (§81.10(a)) are cancelled and
of no effect after December 1, 1960, and
use of such color additives in drugs or
cosmetics after that date will result in
adulteration.

(b)(1) Certificates issued heretofore
for the color additive designated FD&C
Red No. 1 are cancelled as of the date
of the publication of this Order, and
use of this color additive in the manu-
facture of foods, drugs, or cosmetics
after that date will result in adultera-
tion.

(2) The Commissioner finds that no
action needs to be taken to remove
foods, drugs, and cosmetics containing
this color additive from the market on
the basis of the scientific evidence be-
fore him, taking into account that the
additive is not an acute toxic sub-
stance and that it is only used in small
amounts in foods, drugs, and cos-
metics.

(c) Certificates issued for FD&C Red
No. 4 and all mixtures containing this
color additive are cancelled and have
no effect after September 23, 1976 inso-
far as food, ingested drugs, and in-
gested cosmetics are concerned, and
use of this color additive in the manu-
facture of food, ingested drugs, and in-
gested cosmetics after this date will re-
sult in adulteration. The certificates
shall continue in effect for the use of
FD&C Red No. 4 in externally applied
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drugs and cosmetics. The Commis-
sioner finds, on the basis of the sci-
entific evidence before him that no ac-
tion has to be taken to remove from
the market food, ingested drugs and in-
gested cosmetics containing the color
additive.

(d) Certificates issued for the fol-
lowing color additives and all mixtures
containing these color additives are
canceled and have no effect after Octo-
ber 4, 1966, and use of such color addi-
tives in the manufacture of foods,
drugs, or cosmetics after that date will
result in adulteration:

FD&C Green No. 1.
FD&C Green No. 2.
D&C Green No. 7.

D&C Red No. 5.

D&C Red No. 14.

D&C Red No. 18.

D&C Red No. 24.

D&C Red No. 29.

D&C Red No. 35.

D&C Red No. 38.

D&C Orange No. 3.
D&C Orange No. 8.
D&C Orange No. 14.
D&C Orange No. 15.
D&C Orange No. 16.
D&C Blue No. 7.

D&C Black No. 1.

Ext. D&C Yellow No. 5.
Ext. D&C Yellow No. 6.
Ext. D&C Red No. 1.
Ext. D&C Red No. 2.
Ext. D&C Red No. 3.
Ext. D&C Red No. 10.
Ext. D&C Red No. 11.
Ext. D&C Red No. 13.
Ext. D&C Red No. 14.
Ext. D&C Red No. 15.
Ext. D&C Blue No. 1.
Ext. D&C Blue No. 4.
Ext. D&C Orange No. 1.
Ext. D&C Orange No. 4.

(e) Certificates issued for the fol-
lowing color additives and all mixtures
containing these color additives are
canceled and have no effect after July
1, 1968, and use of such color additives
in the manufacture of drugs or cos-
metics after that date will result in
adulteration:

Ext. D&C Yellow No. 3.
Ext. D&C Red No. 8
Ext. D&C Orange No. 3.

(f) Certificates issued for D&C Yellow
No. 11 and all mixtures containing this
color additive are canceled and have no
effect after April 30, 1968, insofar as in-
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gested use is concerned. Use of this
color additive in the manufacture of
ingested drugs or cosmetics subject to
ingestion after that date will result in
adulteration.

(g) Certificates issued for D&C Red
No. 17, D&C Red No. 31, D&C Red No.
34, D&C Orange No. 4, and D&C Violet
No. 2, and all mixtures containing
these color additives, are canceled and
have no effect after December 31, 1968,
insofar as ingested use is concerned.
Use of these color additives in the man-
ufacture of ingested drugs or cosmetics
subject to ingestion after that date will
result in adulteration.

(h)(1) Certificates issued for FD&C
Violet No. 1 and all mixtures con-
taining this color additive are canceled
and have no effect after April 10, 1973,
and use of such color additive in the
manufacture of foods, drugs, or cos-
metics after that date will result in
adulteration.

(2) The Commissioner finds that no
action needs to be taken to remove
foods, drugs, and cosmetics containing
this color additive from the market on
the basis of the scientific evidence be-
fore him.

(i) Certificates issued prior to July 1,
1968, for D&C Brown No. 1 and Ext.
D&C Violet No. 2 and all mixtures con-
taining these colors are canceled and
have no effect. This cancellation does
not apply to certificates issued after
March 15, 1973, for D&C Brown No. 1
and Ext. D&C Violet No. 2, which are
provisionally listed in §81.1(b) and (c)
respectively for coloring externally ap-
plied cosmetics.

(J)(1) Certificates issued for FD&C
Red No. 2 and all mixtures containing
this color additive are canceled and
have no effect after January 28, 1976,
and use of this color additive in the
manufacture of food, drugs, or cos-
metics after this date will result in
adulteration.

(2) The Commissioner finds, on the
basis of the scientific evidence before
him, that no action has to be taken to
remove from the market food, drugs,
and cosmetics containing the color ad-
ditive.

(k)(1) Certificates issued for D&C Red
No. 10, D&C Red No. 11, D&C Red No.
12, and D&C Red No. 13, their lakes and
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all mixtures containing these color ad-
ditives or their lakes are cancelled and
have no effect after December 13, 1977,
and use of these color additivies in the
manufacture of drugs or cosmetics
after this date will result in adultera-
tion.

(2) The Commissioner finds, on the
basis of the scientific evidence before
him, that no action has to be taken to
remove from the market, drug and cos-
metic products containing the color ad-
ditives.

(D(1) Certificates issued for Ext. D&C
Yellow No. 1 and all mixtures con-
taining this color additive are can-
celled and have no effect after Decem-
ber 13, 1977, and use of this color addi-
tive in the manufacture of drugs or
cosmetics after this date will result in
adulteration.

(2) The Commissioner finds, on the
basis of the scientific evidence before
him, that no action has to be taken to
remove from the market drugs and cos-
metics containing the color additive.

(m)(1) Certificates issued for Ext.
D&C Green No. 1 and all mixtures con-
taining this color additive are can-
celled and have no effect after Novem-
ber 29, 1977, and use of the color addi-
tive in the manufacture of drugs or
cosmetics after this date will result in
adulteration.

(2) The Commissioner finds, on the
basis of the scientific evidence before
him, that no action has to be taken to
remove from the market drugs and cos-
metics containing the color additive.

(n)(1) Certificates issued for D&C Or-
ange No. 10, D&C Orange No. 11, their
lakes, and all mixtures containing
these color additives are cancelled and
have no effect as pertains to their use
in ingested drugs and cosmetics after
April 28, 1981 and use of these color ad-
ditives in the manufacture of ingested
drugs or cosmetics after this date will
result in adulteration.

(2) The agency finds, on the basis of
the scientific evidence before it, that
no action has to be taken to remove
from the market drugs and cosmetics
to which the color additives were added
on or before April 28, 1981.

(0)(1) Certificates issued for D&C
Blue No. 6 and all mixtures containing
this color additive are cancelled inso-
far as its use in drugs and cosmetics is

21 CFR Ch. | (4-1-04 Edition)

concerned and have no effect after De-
cember 13, 1977, and use of the color ad-
ditive in the manufacture of drugs or
cosmetics after this date will result in
adulteration. The color will continue
to be certified for use in the coloring of
surgical sutures.

(2) The Commissioner finds, on the
basis of the scientific evidence before
him, that no action has to be taken to
remove from the market drugs and cos-
metics containing the color additive.

(p)(1) Certificates issued for D&C
Green No. 6, its lakes and all mixtures
containing this color additive are can-
celled and have no effect as pertains to
their use in ingested drugs and cos-
metics after May 4, 1982 and use of the
color additive in the manufacture of
ingested drugs or cosmetics after this
date will result in adulteration.

(2) The agency finds, on the basis of
the scientific evidence before it, that
no action has to be taken to remove
from the market ingested drugs and
cosmetics containing the color addi-
tive.

(q) [Reserved]

(r)(1) Certificates issued for D&C Red
No. 19 and D&C Red No. 37, their lakes,
and all mixtures containing these color
additives are cancelled and have no ef-
fect as pertains to their use in ingested
drugs and cosmetics after February 4,
1983, and use of these color additives in
the manufacture of ingested drugs or
cosmetics after this date will result in
adulteration.

(2) The agency finds, on the scientific
evidence before it, that no action has
to be taken to remove from the market
ingested drugs and cosmetics to which
D&C Red No. 19 and D&C Red No. 37
were added on or before February 4,
1983, or externally applied drugs and
cosmetics to which D&C Red No. 37 was
added on or before June 6, 1986.

(3) Certificates issued for D&C Red
No. 37, its lakes, and all mixtures con-
taining this color additive are can-
celled and have no effect as pertains to
its use in externally applied drugs and
cosmetics after June 6, 1986, and use of
this color additive in the manufacture
of externally applied drugs or cos-
metics after this date will result in
adulteration.
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(4) Certificates issued for D&C Red
No. 19, its lakes, and all mixtures con-
taining this color additive are can-
celled and have no effect as pertains to
its use in externally applied drugs and
cosmetics after July 15, 1988, and use of
this color in the manufacture of exter-
nally applied drugs or cosmetics after
this date will result in adulteration.

(5) The agency finds, on the scientific
evidence before it, that no action has
to be taken to remove from the market
externally applied drugs and cosmetics
to which D&C Red No. 19 was added on
or before July 15, 1988.

(s)(1) Certificates issued for D&C Red
No. 8 and D&C Red No. 9, their lakes,
and all mixtures containing these color
additives are canceled and have no ef-
fect as pertains to their use in mouth-
wash, dentifrices, and ingested drugs,
except ingested drug lip products, after
January 6, 1987, and use of these color
additives in the manufacture of mouth-
wash, dentifrices, and ingested drugs,
except ingested drug lip products, after
this date will result in adulteration.

(2) The agency finds, on the basis of
the scientific evidence before it, that
no action has to be taken to remove
from the market mouthwash,
dentifrices, and ingested drugs to
which the color additives were added
on or before January 6, 1987. Ingested
drug lip products, however, are regu-
lated for use in §§74.1308 and 74.1309.

(3) Certificates issued for D&C Red
No. 8, and D&C Red No. 9, their lakes,
and all mixtures containing these color
additives are cancelled and have no ef-
fect as pertains to their use in ingested
drug and cosmetic lip products and in
externally applied drugs and cosmetics
after July 15, 1988, and use of these
color additives in the manufacture of
ingested drugs and cosmetic lip prod-
ucts and in externally applied drugs
and cosmetics after this date will re-
sult in adulteration.

(4) The agency finds, on the basis of
the scientific evidence before it, that
no action has to be taken to remove
from the market ingested drug and cos-
metic lip products and externally ap-
plied drugs and cosmetics to which the
color additives were added on or before
July 15, 1988.

(t)(1) Certificates issued for D&C Or-
ange No. 17, its lakes, and all mixtures
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containing this color additive are can-
celled and have no effect as pertains to
its use in ingested drugs and ingested
cosmetics after March 31, 1983 and use
of this color additive in the manufac-
ture of ingested drugs or ingested cos-
metics after this date will result in
adulteration.

(2) The agency finds, on the scientific
evidence before it, that no action has
to be taken to remove from the market
drugs and cosmetics to which the color
additive was added on or before March
31, 1983.

(3) Certificates issued for D&C Or-
ange No. 17, its lakes and all mixtures
containing this color additive are can-
celled and have no effect as pertains to
its use in externally applied drugs and
cosmetics after July 15, 1988, and use of
this color in the manufacture of exter-
nally applied drugs or cosmetics after
this date will result in adulteration.

(4) The agency finds, on the scientific
evidence before it, that no action has
to be taken to remove from the market
externally applied drugs and cosmetics
to which D&C Orange No. 17 was added
on or before July 15, 1988.

(u)(1) Certificates issued for FD&C
Red No. 3 and all mixtures containing
this color additive are cancelled and
have no effect as pertains to their use
in cosmetics and externally applied
drugs after January 29, 1990. Certifi-
cates issued for FD&C Red No. 3 lakes
and all mixtures containing these lakes
are cancelled and have no effect as per-
tains to their use in food, drugs, and
cosmetics after January 29, 1990. Cer-
tificates issued for D&C Red No. 3 lakes
and all mixtures containing those
lakes are cancelled and have no effect
as pertains to their use in drugs and
cosmetics after January 29, 1990. Use of
this color additve in the manufacture
of cosmetics and of externally applied
drugs and any use of the lakes of FD&C
Red No. 3 (including the lakes of D&C
Red No. 3) after this date will result in
adulteration.

(2) The agency finds, on the scientific
evidence before it, that no action must
be taken to remove from the market
food, drugs, and cosmetics to which the
provisionally listed color additive or
its lakes were added on or before Janu-
ary 29, 1990.

[42 FR 15665, Mar. 22, 1977]
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EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §81.30, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§81.32 Limitation of certificates.

Certificates issued for the color addi-
tives listed in §81.25 and for all mix-
tures containing these color additives
are limited to the conditions stated in
§81.25. The use of these color additives
in drugs and cosmetics in any other
manner will result in adulteration.
Each of these color additives shall bear
a label statement of the tolerance and
use limitations applicable to it.

[44 FR 48966, Aug. 21, 1979]
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AUTHORITY: 21 U.S.C. 371, 379, 379e note.

SOURCE: 42 FR 15669, Mar. 22, 1977, unless
otherwise noted.

Subpart A—General Provisions

§82.3 Definitions.

For the purposes of this part:

(a)-(f) [Reserved]

(9) The term alumina means a suspen-
sion in water of precipitated aluminum
hydroxide.

(h) The term blanc fixe means a sus-
pension in water of precipitated barium
sulfate.

(i) The term gloss white means a sus-
pension in water of co-precipitated alu-
minum hydroxide and barium sulfate.

(J) The term mixed oxides means the
sum of the quantities of aluminum,
iron, calcium, and magnesium (in
whatever combination they may exist
in a coal-tar color) calculated as alu-
minum trioxide, ferric oxide, calcium
oxide, and magnesium oxide.

(k)-(m) [Reserved]

(n) The term externally applied drugs
and cosmetics means drugs and cos-
metics which are applied only to exter-
nal parts of the body and not to the
lips or any body surface covered by mu-
cous membrane.

(0)-(p) [Reserved]

(q) The definitions and interpreta-
tions of terms contained in section 201
of the Federal Food, Drug, and Cos-
metic Act shall be applicable also to
such terms when used in this part.

§82.5 General
straight colors.

No batch of a straight color listed in
subpart B, C, or D shall be certified
under this part unless:

(@) It is free from all impurities
(other than those named in paragraph
(b) of this section or in the specifica-
tions set forth in such paragraph for

specifications for
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